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immediately to establish and maintain
the necessary records as of the effective
date of this interim final rule. For that
reason, we are proposing record
establishment and maintenance
requirements in a separate rulemaking,
rather than including them in this
interim final rule. Accordingly, in this
issue of the Federal Register, we are
proposing to require that those
manufacturers and processor establish
and maintain records to demonstrate
compliance with this rule (see
“Recordkeeping Requirements for
Human Food and Cosmetics
Manufactured From, Processed With, or
Otherwise Containing Material from
Cattle”). Although the agency is
pursuing a separate rulemaking on
recordkeeping, we believe that some
records may already be maintained that
could provide the agency with valuable
compliance information before a final
rule on recordkeeping is issued as a
result of the separate rulemaking.
Therefore, we are requiring in this
interim final rule that FDA be able to
access already existing records that may
demonstrate, or be relevant to,
compliance with this rule.

E. Scope of the Interim Final Rule

The prohibitions contained in § 189.5
(b) apply to all FDA-regulated human
food, except tallow and tallow
derivatives. “Human food” is “food’” as
that term is defined in section 201(f) of
the act (21 U.S.C. 321(f)), except for
animal food. Specifically, “human
food” is: (1) Articles used for food or
drink for man, (2) chewing gum, and (3)
articles used for components of any
such article. “Human food” includes,
but is not limited to, food additives,
including substances that migrate into
food from food packaging and other
articles that contact food, color
additives, dietary supplements and
dietary ingredients, and infant formula.

The pro%ibitions contained in
§700.27 (b) apply to all FDA-regulated
cosmetics. “Cosmetic” is defined in
section 201(i) of the act (21 U.S.C.
321(i)) as

(1) articles intended to be rubbed, poured,
sprinkled or sprayed on, introduced into, or
otherwise applied to the human body or any
part thereof for cleansing, beautifying,
promoting attractiveness, or altering the
appearance, and (2) articles intended for use
as a component of any such articles; except
that such term shall not include soap.

In 21 CFR 701.20, FDA explains the
criteria articles must meet to be
considered “‘soap” under section 201(i)
of the act.

F. Legal Authority

FDA is issuing these regulations
under the adulteration provisions in

sections 402(a)(2)(C), (a)(3), (a)(4), (a)(5),
601(c), and under section 701(a) of the
act (21 U.S.C. 342(a)(2)(C), (a)(3), (a)(4),
(a)(5), 361(c), and 371(a)). Under section
402(a)(3) of the act, a food is deemed
adulterated ““if it consists in whole or in
part of any filthy, putrid, or
decomposed substance, or if it is
otherwise unfit for food.” “Otherwise
unfit for food” is an independent clause
in section 402(a)(3). It does not seem to
require that a food be filthy, putrid, or
decomposed for it to be “otherwise unfit
for food.” We conclude that a food can
be “otherwise unfit for food” based on
health risks. We seek comments on this
interpretation. Because of the discovery
of a BSE positive cow in the United
States and the possibility of disease
transmission to humans from exposure
to material from infected cattle,
prohibited cattle materials (SRMs, small
intestine of all cattle, MS(Beef), material
from nonambulatory disabled cattle, and
material from cattle not inspected and
passed) may present a risk to human
health. Under our interpretation of
section 402(a)(3), these materials are
unfit for food. Under section 402(a)(4) of
the act, a food is adulterated “if it has
been prepared, packed, or held under
insanitary conditions whereby it may
have become contaminated with filth, or
whereby it may have been rendered
injurious to health.” The failure to
ensure that food is prepared, packed, or
held under conditions in which
prohibited cattle materials do not
contaminate the food constitutes an
insanitary condition whereby it may
have been rendered injurious to health
and thus renders the food adulterated
under section 402(a)(4). Under section
402(a)(5) of the act, food is deemed
adulterated if “* * * it is, in whole or

in part, the product * * * of an animal
which has died otherwise than by
slaughter.” Some cattle are not
inspected and passed because they have
died before slaughter. Material from
these cattle that die otherwise than by
slaughter is adulterated under section
402(a)(5).

We are also relying on the food
additive provision in section
402(a)(2)(C) of the act. Any substance
whose intended use results or may
reasonably be expected to result in it
becoming a component of food is a food
additive unless, among other things, it
is the subject of a prior sanction
(explicit approval for a specific use by
USDA or FDA prior to September 6,
1958), or is generally recognized as safe
(GRAS). The regulations under 21 CFR
181.1(b) provide that, if scientific data
or information shows that the use of a
prior-sanctioned ingredient may be

injurious to health and, thus, in
violation of section 402 of the act, FDA
can prohibit use of the ingredient in
food. Prior sanctions are described in 21
CFR part 181. FDA is not aware of any
prior sanctions that relate to the present
use of prohibited cattle materials.
However, to the extent any prior
sanctions exist for the use of prohibited
cattle materials in food, they are hereby
revoked.

A determination that a substance
added directly or indirectly to a food is
GRAS for its intended use is generally
based on specific information regarding
the composition of the substance, its
use, method of preparation, methods for
detecting its presence in food, and
information about its functionality in
food as determined by experts qualified
by scientific training and experience to
evaluate the safety of such a substance
(21 CFR 170.35). A substance added to
food becomes GRAS as a result of a
common understanding about the
substance throughout the scientific
community familiar with the safety of
such substances. The basis of expert
views may be either scientific
procedures, or, in the case of a
substance used in food prior to January
1, 1958, experience based on common
use in food (§170.30(a)) (21 CFR
170.30(a)). Substances that are GRAS
based on use prior to January 1, 1958,
must be currently recognized as safe
based on their pre-1958 use (See United
States v. Naremco, 553 F.2d 1138 (8th
Cir. 1977); compare United States v.
Western Serum, 666 F.2d 335 (9th Cir.
1982)).

General recognition of safety based
upon scientific procedures requires the
same quantity and quality of scientific
evidence as is required to obtain
approval of a food additive regulation
for the ingredient (§ 170.30(b)). (See
United States v. Naremco, 553 F.2d at
1143). A substance is not GRAS if there
is a genuine dispute among experts as
to its recognition (An Article of Drug
* * * Furestrol Vaginal Suppositories,
251 F. Supp 1307 (N.D. Ga. 1968), aff’d,
415 F.2d 390 (5th Cir. 1969)). It is not
enough, in attempting to establish that
a substance is GRAS, to establish that
there is an absence of scientific studies
that demonstrate the substance to be
unsafe; there must be studies that show
the substance to be safe (United States
v. An Article of Food* * * CoCo Rico,
752 F.2d 11 (1st Cir. 1985)). Conversely,
a substance may be ineligible for GRAS
status if studies show that the substance
is, or may be, unsafe, or if there is a
conflict in studies.

Expert opinion that prohibited cattle
materials are GRAS would need to be
supported by scientific literature, and
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for both domestic and foreign input
suppliers.

TABLE 2.—FIRST-YEAR RECORDS COSTS

Number of Facilities " Costs Per Facility for
Type of Product Using Cattle Material | Estimated to Use Cat- CS;;? ﬁienr Fsglc:hct));ggr Training (1/3 hour * Total Setup Costs
tle Materials gning $25.10 per hour)

Canned soups and stews 10 $1,785 $8.37 $17,934
Fats and oils 0

Flavoring extracts 32 $1,785 $8.37 $57,388
Spreads 45 $1,785 $8.37 $80,702
Candy 156 $1,785 $8.37 $279,766
Yogurt 22 $1,785 $8.37 $39,454
Ice cream 113 $1,785 $8.37 $202,651
Dietary supplements 162 $1,785 $8.37 $290,526
Cosmetics 35 $1,785 $8.37 $62,768
Color additives 0

Total 575 $1,785 $8.37 $1,031,189

The recurring recordkeeping cost is
the cost of ensuring that appropriate
records document the absence of
prohibited cattle materials in human
food and cosmetics.

The framework for estimating the
amount of time required for FDA-
regulated facilities to ensure that the
records for each shipment of materials
is based on the regulatory impact
analysis of the proposed recordkeeping
requirements in ‘“Establishment and
Maintenance of Records Under the
Public Health Security and Bioterrorism
Preparedness and Response Act of
2002.” In that analysis we estimated
that 30 minutes per week would be
required to ensure that records on each
shipment to and from a facility contain

adequate information of the contents of
the package, as well as adequate
information on the transporter, supplier,
and receiver.

The recordkeeping requirements of
this regulatory option will cover only a
small fraction of all ingredients used in
the human food and cosmetic
manufacturing processes and only
require that records of cattle-derived
ingredient origin from the input
supplier be verified and maintained by
a food or cosmetic manufacturer or
processor. Because this recordkeeping
requirement is less complex than the
recordkeeping requirements under the
Bioterrorism Act and affects fewer
ingredients, we estimate the per facility
burden to be about one-half of the

burden estimated for the Bioterrorism
Act recordkeeping rule (68 FR 25188,
May 9, 2003): 15 minutes per week, or
13 hours per year. FDA assumes that
this recordkeeping burden will be
shared between two entities (i.e., the
slaughter plant and the manufacturer or
processor of finished products
containing cattle-derived ingredients).
Table 3 shows the recurring
recordkeeping costs for human food and
cosmetic manufacturers and processors.
As stated earlier, information on food
producing facilities in Table 3
represents U.S. facilities; dietary
supplement numbers account for both
domestic and foreign facilities;
cosmetics numbers account for both
domestic and foreign input suppliers.

TABLE 3.—RECURRING ANNUAL RECORDS COSTS

Annual Costs Per Fa-
cility of Ensuring That
Type of Product (From Raw or Rendered Material That Needs Number of Facilities Appropriate Records Total Recurring Annual
Accompanying Documentation) Accompany Each Ship- Costs
ment Received (13

hours * $25.10/hour)
Canned soups and stews 10 $326.30 $3,263
Fats and oils 0
Flavoring extracts 32 $326.30 $10,442
Spreads 45 $326.30 $14,684
Candy 156 $326.30 $50,903
Yogurt 22 $326.30 $7,179
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TABLE 3.—RECURRING ANNUAL RECORDS CosTs—Continued

Annual Costs Per Fa-
cility of Ensuring That
Type of Product (From Raw or Rendered Material That Needs Number of Facilities Appropriate Records | Total Recurring Annual
Accompanying Documentation) Accompany Each Ship- Costs
ment Received (13

hours * $25.10/hour)
Ice Cream 113 $326.30 $36,872
Dietary supplements 162 $326.30 $52,861
Cosmetics 35 $326.30 $11,421
Color additives 0
Total 575 $326.30 $187,625

The benefits of this option are the
same as the benefits of option 2—the
value of the public health benefits. The
public health benefit is the reduction in
the risk of the human illness associated
with consumption of the agent that
causes BSE. With this option, however,
requiring the establishment and
maintenance of records provides an
additional safeguard to prevent
exposure to potentially infected
materials.

B. Regulatory Flexibility Analysis

FDA has examined the economic
implications of this interim final rule as
required by the Regulatory Flexibility
Act (5 U.S.C. 601-612). If a rule has a
significant economic impact on a
substantial number of small entities, the
Regulatory Flexibility Act requires
agencies to analyze regulatory options
that would lessen the economic effect of
the rule on small entities. FDA does not
believe that this interim final rule will
have a significant economic impact on
a substantial number of small entities.

For this interim final rule, the only
cost is for those human food and
cosmetic facilities that will need to
switch to alternative ingredients. While
food facilities may incur search costs as
well as higher ingredient costs, the
ready availability of alternatives for
prohibited ingredients, and the small
number of products currently using
them, implies that these costs will be
negligible for foods.

Cosmetic facilities are more likely
than food facilities to experience
substantial ingredient switching costs as
a result of this interim final rule. As
shown previously, we estimate that 35
cosmetics establishments will be
affected by this interim final rule. If
ingredient switching costs are closer to
FDA'’s estimated upper bound of $18
million than to the lower bound of 0,
the average cost per establishment will
be about $500,000. We do not know if
any of the affected establishments are

small businesses. This cost would,
however, be a significant economic
impact for small cosmetics businesses. If
the actual costs are closer to the lower
bound, then the economic impact will
not be significant.

Because switching ingredients is the
source of the reduction in exposure to
potentially infective materials, it is
necessary to apply the rule’s provisions
to all establishments equally. We have,
however, allowed small businesses
some flexibility by not requiring the
establishment and maintenance of
records in this interim final rule. In a
companion rulemaking, we propose
record establishment and maintenance
requirements and ask for comments on
their effect on small businesses.

C. Unfunded Mandates

Title II of the Unfunded Mandates
Reform Act of 1995 (Public Law 104—4)
requires cost-benefit and other analyses
before any rulemaking if the rule would
include a “Federal mandate that may
result in the expenditure by State, local,
and tribal governments, in the aggregate,
or by the private sector, of $100,000,000
or more (adjusted annually for inflation)
in any 1 year.” The current inflation-
adjusted statutory threshold is $115
million. FDA has determined that this
interim final rule does not constitute a
significant rule under the Unfunded
Mandates Reform Act.

D. SBREFA Major Rule

The Small Business Regulatory
Enforcement Fairness Act of 1996
(Public Law 104-121) defines a major
rule for the purpose of congressional
review as having caused or being likely
to cause one or more of the following:
An annual effect on the economy of
$100 million or more; a major increase
in costs or prices; significant adverse
effects on competition, employment,
productivity, or innovation; or
significant adverse effects on the ability
of U.S.-based enterprises to compete

with foreign-based enterprises in
domestic or export markets. In
accordance with the Small Business
Regulatory Enforcement Fairness Act,
the Office of Management and Budget
(OMB) has determined that this interim
final rule is not a major rule for the
purpose of congressional review.

VII. Paperwork Reduction Act Analysis

This interim final rule does not
contain information collection
provisions that are subject to review by
the OMB under the Paperwork
Reduction Act of 1995 (44 U.S.C. 3501—
3520). Therefore, clearance by OMB
under the Paperwork Reduction Act of
1995 is not required.

VIIIL. Environmental Impact Analysis

FDA has carefully considered the
potential environmental effects of this
interim final rule and of three possible
alternative actions. In doing so, the
agency focused on the environmental
impacts of its action as a result of
disposal of unused cattle byproducts
(e.g., dead animals and slaughter
byproducts) that need to be handled
after the rule becomes effective.

The environmental assessment (EA)
considered each of the alternatives in
terms of the need to provide maximum
reasonable protection of human health
without resulting in a significant impact
on the environment. The EA considered
environmental impacts related to
landfill, incineration, composting, and
land burial. The additional waste that
might result from the selected action
would be an extremely small amount
compared to the total amount of waste
generated by the cattle industry.

The agency has concluded that the
interim final rule will not have a
significant impact on the human
environment, and that an environmental
impact statement is not required. FDA’s
finding of no significant impact (FONSI)
and the evidence supporting that
finding, contained in an EA prepared
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under 21 CFR 25.40, may be seen in the
Division of Dockets Management (see
ADDRESSES) between 9 a.m. and 4 p.m.,
Monday through Friday. FDA invites
comments and submission of data
concerning the EA and FONSI.

IX. Federalism

We have analyzed this interim final
rule in accordance with the principles
in Executive Order 13132. We have
determined that the interim final rule
does not contain policies that have
substantial direct effects on the states,
on the relationship between the
National Government and the States, or
on the distribution of power and
responsibilities among the various
levels of government. Accordingly, we
have concluded that the interim final
rule does not contain policies that have
federalism implications as defined in
the Executive order and, consequently,
a federalism summary impact statement
has not been prepared.
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List of Subjects

21 CFR Part 189

Food additives, Food packaging,
Incorporation by reference.

21 CFR Part 700

Cosmetics, Packaging and containers,
Incorporation by reference.
m Therefore, under the Federal Food,
Drug, and Cosmetic Act, and under
authority delegated to the Commissioner
of Food and Drugs, 21 CFR parts 189 and
700 are amended as follows:

PART 189—SUBSTANCES
PROHIBITED FROM USE IN HUMAN
FOOD

m 1. The authority citation for 21 CFR
part 189 continues to read as follows:

Authority: 21 U.S.C. 321, 342, 348, 371.
m 2. Part 189 is amended by
redesignating subparts B and C as
subparts C and D, respectively, and by
adding a new subpart B to read as
follows:

Subpart B—Prohibited Cattle Materials

Sec.
189.5 Prohibited cattle materials.

Subpart B—Prohibited Cattle Materials

§189.5 Prohibited cattle materials.

(a) Definitions. The definitions and
interpretations of terms contained in
section 201 of the Federal Food, Drug,
and Cosmetic Act (the act) apply to such
terms when used in this part. The
following definitions also apply:

(1) Prohibited cattle materials means
specified risk materials, small intestine

of all cattle, material from
nonambulatory disabled cattle, material
from cattle not inspected and passed, or
MS(Beef). Prohibited cattle materials do
not include tallow that contains no
more than 0.15 percent hexane-
insoluble impurities and tallow
derivatives.

(2) Inspected and passed means that
the product has been inspected and
passed for human consumption by the
appropriate regulatory authority, and at
the time it was inspected and passed, it
was found to be not adulterated.

(3) Mechanically Separated
(MS)(Beef) means a meat food product
that is finely comminuted, resulting
from the mechanical separation and
removal of most of the bone from
attached skeletal muscle of cattle
carcasses and parts of carcasses, that
meets the specifications contained in 9
CFR 319.5, the regulation that prescribes
the standard of identity for MS
(Species).

(4) Nonambulatory disabled cattle
means cattle that cannot rise from a
recumbent position or that cannot walk,
including, but not limited to, those with
broken appendages, severed tendons or
ligaments, nerve paralysis, fractured
vertebral column or metabolic
conditions.

(5) Specified risk material means the
brain, skull, eyes, trigeminal ganglia,
spinal cord, vertebral column
(excluding the vertebrae of the tail, the
transverse processes of the thoracic and
lumbar vertebrae, and the wings of the
sacrum), and dorsal root ganglia of cattle
30 months and older and the tonsils and
distal ileum of the small intestine of all
cattle.

(6) Tallow means the rendered fat of
cattle obtained by pressing or by
applying any other extraction process to
tissues derived directly from discrete
adipose tissue masses or to other carcass
parts and tissues. Tallow must be free of
prohibited cattle material or must
contain not more than 0.15 percent
hexane-insoluble impurities as
determined by the method for “hexane-
insoluble matter,” p. 465, in the “Food
Chemicals Codex,” 5th Ed. (2004),
incorporated by reference in accordance
with 5 U.S.C. 552(a) and 1 CFR part 51,
or another method equivalent in
accuracy, precision, and sensitivity to
the method in the Food Chemicals
Codex. You may obtain copies of the
method from the National Academy
Press, 2101 Constitution Ave. NW.,
Washington, DC 20418 (Internet address
http://www.nap.edu) and the Division of
Dairy and Egg Safety (HFS—306), Center
for Food Safety and Applied Nutrition,
Food and Drug Administration, 5100
Paint Branch Pkwy., College Park, MD
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20740. Copies may be examined at the
Center for Food Safety and Applied
Nutrition’s Library, 5100 Paint Branch
Pkwy., College Park, MD 20740, or at
the National Archives and Records
Administration (NARA). For
information on the availability of this
material at NARA, call 202-741-6030,
or go to: http://www.archives.gov/
federal_register/

code_of _federal regulations/
ibr_locations.html.

(7) Tallow derivative means any
chemical obtained through initial
hydrolysis, saponification, or trans-
esterification of tallow; chemical
conversion of material obtained by
hydrolysis, saponification, or trans-
esterification may be applied to obtain
the desired product.

(b) Requirements. No human food
shall be manufactured from, processed
with, or otherwise contain, prohibited
cattle materials.

(c) Records. Manufacturers and
processors of human food that is
manufactured from, processed with, or
otherwise contains, cattle material must
make existing records relevant to
compliance with this section available
to FDA for inspection and copying.

(d) Adulteration. (1) Failure of a
manufacturer or processor to operate in
compliance with the requirements of
paragraphs (b) or (c) of this section
renders human food adulterated under
section 402(a)(4) of the act.

(2) Human food manufactured from,
processed with, or otherwise containing,
prohibited cattle materials is unfit for
human food and deemed adulterated
under section 402(a)(3) of the act.

(3)Food additive status. Prohibited
cattle materials for use in human food
are food additives subject to section 409
of the act, except when used as dietary
ingredients in dietary supplements. The
use or intended use of any prohibited
cattle material in human food causes the
material and the food to be adulterated
under section 402(a)(2)(C) of the act if
the prohibited cattle material is a food
additive, unless it is the subject of a
food additive regulation or of an
investigational exemption for a food
additive under § 170.17 of this chapter.

PART 700—GENERAL

m 3. The authority citation for 21 CFR
part 700 continues to read as follows:

Authority: 21 U. S. C. 321, 331, 352, 355,
361, 362, 371, 374.

m 4. Section 700.27 is added to read as
follows:

§700.27 Use of prohibited cattle materials
in cosmetic products.

(a) Definitions. The definitions and
interpretations of terms contained in
section 201 of the act apply to such
terms when used in this part. The
following definitions also apply:

(1) Prohibited cattle materials means
specified risk materials, small intestine
of all cattle, material from
nonambulatory disabled cattle, material
from cattle not inspected and passed, or
MS(Beef). Prohibited cattle materials do
not include tallow that contains no
more than 0.15 percent hexane-
insoluble impurities and tallow
derivatives.

(2) Inspected and passed means that
the product has been inspected and
passed for human consumption by the
appropriate regulatory authority, and at
the time it was inspected and passed, it
was found to be not adulterated.

(3) Mechanically Separated
(MS)(Beef) means a meat food product
that is finely comminuted, resulting
from the mechanical separation and
removal of most of the bone from
attached skeletal muscle of cattle
carcasses and parts of carcasses that
meet the specifications contained in 9
CFR 319.5, the regulation that prescribes
the standard of identity for MS
(Species).

(4) Nonambulatory disabled cattle
means cattle that cannot rise from a
recumbent position or that cannot walk,
including, but not limited to, those with
broken appendages, severed tendons or
ligaments, nerve paralysis, fractured
vertebral column or metabolic
conditions.

(5) Specified risk material means the
brain, skull, eyes, trigeminal ganglia,
spinal cord, vertebral column
(excluding the vertebrae of the tail, the
transverse processes of the thoracic and
lumbar vertebrae, and the wings of the
sacrum), and dorsal root ganglia of cattle
30 months and older and the tonsils and
distal ileum of the small intestine of all
cattle.

(6) Tallow means the rendered fat of
cattle obtained by pressing or by
applying any other extraction process to
tissues derived directly from discrete
adipose tissue masses or to other carcass
parts and tissues. Tallow must be free of
prohibited cattle risk material or must
contain not more than 0.15 percent

hexane-insoluble impurities determined
by the method for “hexane-insoluble
matter,” p. 465, in the “Food Chemicals
Codex,” 5th Ed. (2004), incorporated by
reference in accordance with 5 U.S.C.
552(a) and 1 CFR part 51, or another
method equivalent in accuracy,
precision and sensitivity to the method
in the Food Chemicals Codex.. You may
obtain copies of the method from the
National Academy Press, 2101
Constitution Ave. NW., Washington, DC
20418 (Internet address http://
www.nap.edu) and the Division of Dairy
and Egg Safety (HFS-306), Center for
Food Safety and Applied Nutrition,
Food and Drug Administration, 5100
Paint Branch Pkwy., College Park, MD
20740. Copies may be examined at the
Center for Food Safety and Applied
Nutrition’s Library, 5100 Paint Branch
Pkwy., College Park, MD 20740, or at
the National Archives and Records
Administration (NARA). For
information on the availability of this
material at NARA, call 202-741-6030,
or go to: http://www.archives.gov/
federal_register/

code_of federal_regulations/
ibr_locations.html.

(7) Tallow derivative means any
chemical obtained through initial
hydrolysis, saponification, or trans-
esterification of tallow; chemical
conversion of material obtained by
hydrolysis, saponification, or trans-
esterification may be applied to obtain
the desired product.

(b) Requirements. No cosmetic shall
be manufactured from, processed with,
or otherwise contain, prohibited cattle
materials.

(c) Records. Manufacturers and
processors of cosmetics that are
manufactured from, processed with, or
otherwise contain, cattle material must
make existing records relevant to
compliance with this section available
to FDA for inspection and copying.

(d) Adulteration. Failure of a
manufacturer or processor to operate in
compliance with the requirements of
paragraph (b) or (c) of this section
renders a cosmetic adulterated under
section 601(c) of the act.

Dated: July 8, 2004.

Lester M. Crawford,

Acting Commissioner of Food and Drugs,
[FR Doc. 04-15881 Filed 7-9—-04; 11:00 am]
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